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AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing the 

availability of the report of its Task Force on~Consumer Health Information 

for Better Nutrition (the Task force) and two final guidance documents entitled 

“Guidance for Industry and FDA: Interim Evidence-Based Ranking System for 

Scientific Data” and “Guidance for Industry and FDA: InterimProcedures for 

Health Claims in the Labeling of Conventional Human Food and Human 

Dietary Supplements.” These documents further update the agency’s approach 

on how it intends to implement the Court of Appeals decision in Pearson v. 

Shalalu. FDA is taking this action to inform interested persons of the release’ 

of the Task Force report and to make available the guidances announced in 

the Task Force report in accordance with FDA’s’good guidance practices. 

DATES: The guidances are final on [insert date of publication in the Federal 

Register]. However, you may submit written or electronic comments on the 

guidances at any time. 
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ADDRESSES: Submit written requests for single copies of the Task Force report 

and the final guidances to the Office of Nutritional Products, Labeling, and 

Dietary Supplements (HFS-800), Food and Drug Administration, 5100 Paint 

Branch Pkwy., College Park, MD ‘iO’YX0.’ Send one self-addressed adhesive lab&i 
to assist that office in processing ‘your request. See the SUfiPh&ENTARY 

INFORMATION section for electronic access to the Task Force report and the final 

guidances. 

Submit written comments on the final guidances to the Division of Dockets 

Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, 

rm. 1061, Rockville, MD 20852. Please identify whether you are commenting 

on one or both of the guidances when you submit your written comments. 

Submit electronic comments to http://www.fda.gov/docketi/ecomments. 

FOR FURTHER INFORMATION CONTACT: Kathleen Ellwood, Office of Nutritional 

Products, Labeling, and Dietary Supplements (HFS-800), ‘Food *and ‘Drug‘ -. 

Administration, 5100 Paint Branch Pkwy., College Park, MD 20‘740, 301-436- 

1450. 

SUPPLEMENTARY INFORMATION: 

I. Background 

On December 18,2002, FDA announced a major new initiative, the 

Consumer Health Information for Better Nutrition Initiative, to make available 

more and better information about conventional human food and human 

dietary supplements to help American consumers improve their health and 

prevent diseases by making sound dietary decisions. This initiative has as its 

central focus improving the public availability and consumer understanding 

of up-to-date scientific evidence on how dietary choices can affect health.’ FDA ‘” -’ 

announced on January 16, 2003, that one element of this initiativewas to s‘et, *,’ 
r 
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up an FDA Task Force and.to issue a report of that Task Force approximately 

6 months after the initiative was launched. The,Task Force inc$udes 

representatives from FDA, the Federal Trade Commission (FTC), and the 

National Institutes of Health. 

The Task Force was charged with: (1) Reporting on how the agency can 

improve consumer understanding of the health ,consequences of their dietary 

choices and increase competition by product developers in support of healthier 

diets, including how the agency should evaluate scientific evidence for , 

qualified health claims in order to achieve fhese,goals; (2) developing a 

framework of regulations that will give these principles the force and the effect 

of law; (3) identifying procedures for implementing the initiative, as well as 

determining the organizational staffing needs necessary for the timely review 

of qualified health claim petitions; and (4) developing a consumer ‘studies 

research agenda designed to identify the most effective ways to present 

scientifically-based, truthful and nonmisleading information to consumers and 

to identify the kinds of information known to be misleading to consumers. ” ..(I, , 

On March 13, 2003, the Task Force established a public docket (docket 

number 2003N-0069) to receive views and comments from interested 

stakeholders. As part of FDA’s continued commitment to ensur~e that _ _ _ 

stakeholders remain fully informed of our progress as we implement this 

initiative, FDA is making available the Task Force report, which includes nine 

attachments [Attachments A through I). Refer to section II of this document 

for a brief description of the attachments. The Task Fordereport entitled 

“Consumer Health Information for .&t&r N,utrition Initiative-Task Force .t >^ j ,_,, _ )_ ., *,o .,-_.*.._” .“., “. .,~ ._*m .._ ‘..X”“,h I. / ,* ,. ,.,.... x __,* ,, . 

Report-July 2003” is available on FDA’s Web sites at h~ttp://www.fda.gov/oc/ 

mcclellan/chbn.html or http://www.fda.gov/ohrms/dockets/default.htm and by 
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paper copies from the contact person (see FOR FURTHER. INFQR+MATI(IN 
il 

CONTACT}. The final guidances are avai]able at ht~~://wcvw.cfsan.fda.gov/~~-~ 

guidance.html or http://www.fda.gov/ohrms/dockets/defaulf.htm. 

II. Task Force Report 

The Task FQrce report includes a transmittal memorandum fro,rn,t.be,Ch@ . I & I. , . _- __ 

and Vice Chair of the Task Force tqcthe Commiss@n:er of Food and Drugs, I . ._ (; . . <wa~;i*~.ap %j-: >*b ,. 

an executive summary, and the folfowing attachments: 

A. Possible Regulatory Frameworks for Qualified Health Claims in the Labeling 

of Con ven tjon al Hum an .Food. qn c! ,.~~,~~,~~~,.,Di~e.~,~ry Supplem’en ts 

This attachment des,c$cs,three options or alternatives fgr Fegulating _d. * *:I ” (1‘ ,, /. 

health claims that do not meet the “significant scientific agreement” standard _ j ,/. 

of evidence by which the health claims regulations require FDA to evaluate 

the scientific validity of claims. 

B. Guidance: Interim Evidence-Ba&Ra&icg System for Scientific Data 

This interim evidence-based &Qng system describes a process for 

systematically evaluating the scientific evidence r,elev,et‘ tt, ,g s,J$s~~~I~/ 

disease relationship that is the subject of a petition for a qualified health claim. 

The scientific rating system provides a means by which the totality of the 

publicly available scientific,,evidence releva? 10.9 +&Wnce/disease “,),,V .““q$:i”iy.,: :,:j.x., ,“(*1 .7,,i.,~” _. . .” , _) ,I ,s_ i . j ,- 

relationship can be assigned to one of four ranked &eJ,s., __,” __, 

C. Resources for Review of Scientific Data 

This attachment describes ,a process to augment the agency’s limited 

scientific review resources on an as-ne,eded,,bagiqby using outside contractors, 
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D. Consumer Studies Research Agenda- Improving Consumer Understanding 

and Product Competition on the, Health .Con,seq’uences of Dietary Choices 

This attachment sets hrth~.t.hc, c~z~unlerre~~~~~~. ~~,?$k?s planned, pending 
Office of Management and ,Budget (OMB) approval, to provide the agency with 

information about consumers’ reactions to qualified health claims. .‘ ..,. _ _ i .!.,_ ,,_._I “A”.. “._ 

E. Guidance: Interim Pro,ce&ces for Qualified Health Claims in the Labeling 

of Conventional Human Food and Humqn,Di&ny Supplements 

This attachment describes the interim procedures for qualified health 

claims in the labeling of conventional human food and human di,etary 

supplements. 

F. “One-Year” Time Line for Qualified Health Claim Activities 

This attachment consolidates the main activities. for June 30, 2003, through 

June 1, 2004. 

The Task Force report also contains the list of the Task Force members, 

a summary of the four stakeholder meetings the Task Force held, and a 

summary of public comments submitted to. the docket on this initiative (see a* _.I”” ,.*.,_, ‘ **/ _ lq*:j‘_ ,‘,,,,. c . . , 

Task Force report attachments G, H, and I, respectively). 

III. Final Guidances 

A. Background 

After the enactment of the Nutrition Labeling and Education Act of 1990 

(NLEA), FDA issued regulations establishing general requirements for health 

claims in food labeling (58 FR 2478, January 6, 1993 (conventional foods); 59 

FR 395, January 4,1994 (dietary supplements)). By regulation, FDA adopted . _j, ,.i (.,_ ,.,. a”*‘%. . 

the same procedure and standard for health &$rns in ,dietary supplement 

labeling that Congress had prescribed in the NLEA.for health claims in the 
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labeling of conventional foods (see 21 USC. 343(r)(3) and (r)(4)). The 

procedure requires the evidence, supporting a health claim to be presented to ._ ., 1-e”_.. ,.“, , _.. _ 

FDA for review before the &&n,m.ay appear in labeling (§ 101.14(d) and (e) 

(21 CFR 101.14(d) and (e) and 101.70)). The standard requires a finding of 

“significant scientific agreement” (SSA) before FDA may authorize a health 

claim by regulation (§ 101.14(c)). FDA)s current regulations, which mirror the 

statutory language in 21 U.S.C. 343(r)(3)(B)(i), provide that this standard is met 

only if FDA determines that there is SSA, among experts qualified by scientific 

training and experience to evaluate such claims; and that the claim is , 

supported by the totality of publicly available scientific evidence, including 

evidence from well-designed studies conducted in a manner that is consistent,, _,_ 

with generally recognized scientific procedures and principles (§ 101.14(c)). 

Without a regulation authorizing,use of a particular health claim, a food 

bearing the claim is subject to regulatory action as a misbranded food (see 21 

U.S.C. 343(r)(l)(B)), a misbranded drug (see 21 U.S.C. 352(f)(l)), and an 

unapproved new drug (see 21 U.S.C. 355(a)). 

NLEA required that FDA itself initially consider health claims for 10 

substance/disease relationships. FDA determined that there was SSA 

concerning a number of these specified substance/disease relationships and in 

turn authorized eight claims. Not all relationships that Congress specified to 

be reviewed were found to meetthe ,stapdard, o$,SSA, and so not all were 

authorized by FDA. 

Several of the substance/disease relationships for which FDA failed to find 

significant scientific agreement became the subject of a lawsuit brought by a 

dietary supplement manufacturer. The case is known, as Pgarson v., @&~_a _. 

(Pearson). In Pearson, the plaintiffs challenged .FDA’s general health claims 
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regulations for dietary supplements and FDA’s de&ion not to, authorize health ,,_ I 

claims for four specific substance/disease relationships. The district court” 

ruled for FDA (14 F. Supp. 2d 10 (D.D.C. 1998)). However, the U.S. Court of 

Appeals for the D.C. Circuit, reversed .th,e.loxer. cqurt’s decision (164 F.?d 650 b, - -1 ‘ "L d?~:._ I i ~i"‘IC~nr*~.,.~i^ 

(D.C. Cir. 1999)).1 The appeals court held that, on the administrative record 

compiled in the challenged rulemakings, the first amendment does not permit 

FDA to reject health claims that the-agency determines to be potentially 

misleading unless the agency also reasonably determines that no disclaimer 

would eliminate the potential deception. 

The court of appeals further stated that it did,not “rule out&e possibility 

that where evidence in support of a claim is outweighed by evidence against 

the claim, the FDA could deen) it.inczurable by a disclaimer and ban it L . . ,)r*,~__“~“. ‘ 

outright.” (Id. at 659.) Also, the court saw “no problem with the FDA imposing 

an outright ban on a claim where evidence in. support of the claim is 

qualitatively weaker than the evidence against the claim.” (Id. at 659 and n.lO.) 

This language was the genesis of the “weight-of-the evidence” criterion 

discussed in this document. 

In the Federal Register of October 6, 2000 (65 FR 59855), FDA published 

a notice announcing its intention to exercise enforcement .di.screti,on, wi,& 

regard to certain categories of dietary supplement health claims that do snot 

meet the SSA standard in 5 1013’4(c). The notice set forth criteria for when 

the agency would consider exercising enforcement discretion for a qualified 

health claim in dietary supplement labeling, including as a criterion whether 

the scientific eviden~ce in support of a given claim outweighed the scientific 

evidence against it. 

1 On March 1,1999, the Government fi&cj a petition for rehearsing en bane 
(reconsideration by the full court of appeals). The U.S. Court of Appeals for the DC. Circuit 
denied the petition for rehearsing on April 2,1999 (172 F.3d 72 (D.C. Cir. 1999)). 
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As discussed previously, on December 18, 2002, FDA announced the 

. Consumer ,Health, fpr Better Nutrition i,qiti,ative to encourage the flow of high -, ,“_ ~ .-s.. , .,,, ‘.“i., 

quality, science-based informati,p,p regarding the health benefits of 

conventional foods and, dietary supplements to ,c$nsumers, 1s the Fe@raJ 

Register of December 20, 2002 (67 FR 78002), FDA announced that it would “<_ 

apply Pearson to h.ealth claims in the labeling of conventional foods as well 

as dietary supplements. The agency also announced the avXaQability of 

guidance concerning when FDA intended to consideS ,exerci@ng enforcement 

discretion with respect to health claims that do”pot meet the stand&d of @a. 

Based on Pearson, the December 2002 guidance, like the October 2000 Federal 

Register notice stating FDA’s intention to consider exercising enforcement 

discretion with respect to dietary supplement health claims that do‘not meet _.# 

SSA, included as a criterion ,w.bdwr the ,scientifi~“.e~~,~.~~~~,.~~, support of the 

claim outweighs the scientific evidence against the claim. 

Six days after publication of the December JO, 2002, notice and the 

guidance, the U.S. District Court for a.9 District sf CcJ~~.~ia,isg,;$ j@ decision ,,*,,_. ,,./._ ,. ,..*,, ,. i 

in Whitaker v. Thompson, 248 F. Supp.ad 1 (Whitaker]. In Whitaker, the 

district court interpreting Pearson, found that “credible eyid,eqce,” rather than 

“weight of the evidence” is the appropriate standard for FDA to apply in 

evaluating qualified health claims. In light of Whitaker, FDA believes that the 

weight of the evidence standard, in. the ~QcJ.&,ber 2000 Federal Register notice _ a1 “S, ..a,, / *“.-XI-E,C _)j. wr “-x.~i,.u,~*.*.. 

and the December 2002 guidance must be tempered by the test of credible ‘ 

evidence. Commun&$ion of that or any other level of evidence to con,sumers ,‘*.‘“‘,““.~,’ ..~ ,..,_ 

in a nonmisleading way remains of critical importance. 

The reason for the decisionI@ apply Pearson,to cs>nv@iona!. foods,&& i_” 

provide consumers with better &al@@@@ information so they can make x.*r~i” .ri‘a~rr.Qui”C1 I .**I (rh r”i-(<, I/ I /” ,A. a ,.,... 
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better dietary choices. By making clear that manufacttrers may label foods 

with truthful and nonm&Jeading health claims, FDA believes that the guidance 

will precipitate greater communication in. food labeling of the health benefits 

of consuming particular foods, thereby enhancing the public’s health, because 

consumers will respond to health claims in food. iabeling by making better 

informed dietary choices (67 FIX 78602). 

a desire to avoid further litigation over the constitutionality of the health 

claims provisions of the NLEA applicable to conventional food )abeJing to the 

extent that these provisions do not permit qualified claims. As explained 

previously, the appeals court held that, on the administr.ative record compiled 

in the challenged rulemakings, the first amendment does not permit FDA to 

reject health claims that the agency determines to be potentially misleading 

unless the agency also reasonably determines that no disclaimer would 

eliminate the potential deception. The agency, however, did not have any 

consumer data to show that a dls,claimer Tould not eliminate,the potential p .j a,.+ :_ I, i. j. d,r~..Lb..~’ i*l. % __ L, li” 

deception. 

Pearson and subsequent related cases in,cluding Whitaker, concern dietary 

supplement labeling, but as stated previously, FDA by regulation adopted the 

same procedure and standard. for health &&ns for dietary supplement labeling il e, ““,/ _ .b,. “Clr‘*a.,*4 

that Congress prescribed in the NLEA for health..$ai..s. in conventional food _jb ,. . ,,” ,a.- .-” _14,_ s .a%“, I. c -4 “J. ,A,.- 11*. ._ *, ._ ,, I -_ 

labeling. These dietary supplement regulations, like the NLEA provisions in 

question, do not provide for qualified claims. Hence, based on Pearson and 

related cases, a court faced with, a dec@ion by FDA to not permit a qualified 

health claim for a conventional food. might well find the same tension between * .__,. 1 ., I. ‘_ I/ 

the NLEA provisions and the first amendment. ,It.,is possible that consumer 
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data will show that potentially misleading health claims cannot be cured by ., /. _ ” j _, 

disclaimers in at least some cases, but the agency does not have such data 

for conventional foods, as it did not (and does not) have such ,data for dietary 

supplements. Within the next year, the agency will be completing research in 

this area. The results of this research, together with further,. evaluati.on, ofthe, _I_, i. / , 

regulatory alternatives identified by the Task Force, and evaluation of any 

additional alternatives, will inform any rulemaking FDA initiates. 

In the interim, FDA intends to use the procedures and evidence-based 

ranking systems for scientific data set o,ut in ~the loa9~~~,~~~~.~~~~~,d guidances 

on these matters, and consider the exercise of tmforcement discretion on a case- i-,2/ >..:e/.: ‘.,~.M .l.l, .-_ ,~.. I,^^>:,. r^;:;-rr.,:, “// , _.. __ i .( . 

by-case basis with respect to qualified health. claims in~conventiqnal h,uman 

food and human dietary supplement labeling under certain circumstances. (See 

Heckler v. Chaney, 470 U.S. 821 (1985); Community Nutrition Institute v. 
.,_ 

Young, 818 F.2d 943,949-50 (D.C.Cir. 1987)). 

FDA believes that its interim, a,pproach to qualified claims is a reasonable 

effort to combine the spirit of the NLEA with the current public health and 

legal circumstances, and one that reflects practical common, sense. And, as the 

Court of Appeals for the District, ~fColuqb& C~~~~~~~,~~~s~~~~~,~,.,~~~“~~~gara 

Mohawk Power Corp. v. FPC, 37U F.2d 153, 160, “Courts are loath to say that 

good sense is not good law.” 

B. Guidance for Industry and FDA:‘Interim Evidence-Based,Ranking System 

for Scientific Data 

This interim evidence-basedranking system describes a process for 

systematically evaluating the scientific evidence r,elevant to a.,s.ubstance! I ,~. * ~ 

disease relationship that is the subject of a petitionfor a qualified health claim. 

The scientific rating system provides a means by which the totality of the 



publicly available scientific evidence.r_elevant to a substance/disease + ,, _ A”. 4 .b.t’l .~‘*ii”*: _i, *” ,“” ia A,_-. )^*v. 2.“‘ il.. _.., I.., ._ ._, *‘ ,~ , .,- 

relationship can be assigned to one of four ranked levels,” ?Ihe,evidellce,~~ase.~~., .,~ ,, _, 

ranking system presupposes that FTC’s requirement of “competent and reliable 
., j, 

scientific evidence” to substanti,ate an advertising claim related to. health or 

safety has been met. FTC defines-, ‘(c,040petent and reliable scientific evidence” “_._ . . . . . . 

as “tests, analyses, research, studies, or other evidence” based upon the 

expertise of professionals in the relevant area, that has been ‘Lconducted and 

evaluated in an objective manner by persons qualified to do so, using 

procedures generally accepted” in the professio.n to “yield accurate and 

reliable results.” In Re:,Great‘~~~~~,Interna~~,~.~~!, Inc., 110 F.T.C. 188 (1?,8j3). 

In applying the system, FDA intends to consider scientific evidence only if 

it is competent and reliable., F,DDA intends to use this interim s,ystem, beginning .I ~ d_ll*ni.b* ,,,_, . e_/ . .““L “_. SW. ,/,, I \rr:..,<.*: _, *?.,‘s *** 

in September 2003, for qualified health claims in. thelabeling of conventional 

human food and human dietary supplements. See the AQZ)R&S.E$ section of I 

this notice for information on submitting comments on this final guidance. 

C. Guidance for Industry and FDA: Interim Procedures for Qualified Health 

Claims in the Labeling of Conventional Human’Foqd and Human LIJietay 

Supplements 

FDA intends to use these interi,m procedures, beginning in September _,, 

2003, for qualified health claims, in the, labeling of conventional human food 

and human dietary supplements. See the l@S)R~.S~iJS section of this notice~.for.” ., __ 1” .“.? ,. “.,,A.._ I” ., ,_.__. ,, ̂ ,. ..l ,. ./“.. -, __ 

information on submitting comments on this final, guidance. 

D. The Final Guidances Are Be&g Issued as Level 1 Guidapce under.FQA’s 

Good Guidances Practices (GGPs) Regulation (S; 10.2 15 (21 CFR 1 ci. 115)) 

Consistent with GGI%, the agency will accept comment, but it is 

implementing these guidance docum~ents imme!iately in accordance with ,, ._, j _ ., 
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section 19.115(g)(2) because the agency has determined that prior public 

participation is not feasible or appropriate. FDA tentatively concludes that the, 

guidances contain no new coll~cti,o~n of information. Therefore, clearance by. 1 rV ‘bi”V a~~.“~n;ii*~“*‘.“>+ ?; L:J,**- i;a .G i$~-L,& :$s~.“v~>~ xI*r*&~““..>. ,a. jl : _ * ),” ,,a _( ~ .,** ._ _” 

OMB under the Paperwork Reduction Act of 1995 is.,not.required. 

IV. Comments .1 

Interested persons may submit to the Division of Dock,ets*&Qnagement (see 

ADDRESSES) written or ele,ctrqni(=.,comm~~ts regarding the guidances. Submit 

a single copy of the electronic comments or twogaper copies of any mailed <, . . ii.--..,iu..,“o&~.r 

comments, except that individuals may submit one paper copy. Comments are 

to be identified ,with.“the.locket number found in brackets in the heading of I - 4 / ,*r *.__ __ . . . . i ia* .-*&: ~ ,w,4.,*i. :*> *j” : ..:.-“A -.s, -2 .,:a \.,:.:*:;‘1:,‘” :.r;.. ..,,~&,c:-.; _x _ 

this document. The Task Force report, two final guidances, and received 

comments may be seen in the Division of Dockets I$anagement’between 9 a.m. 

and 4 p.m., Monday through Friday. 

V. Electronic Access 

Interested persons may also access the guidance documents at http:// 

www.cfsan.fda.gov/ idance.h tml or http://www.fda.gov/ohrms/dockefs/ 

default.htm. 

VI. Future Agency Activities 

FDA emphasizes that it inter& to-use ..the.evidence-based ranking system /__^/ .- , .a;-*- -1,” ,c.*,*i’l..“~-i**;ini-,I 

and the procedures on an interim ,b‘asis,: .In&e.,near future$e ~a,gency intends _ .“$^^.I-I / .* _a .,<r&fJ*; 

to publish an advance notice of proposed rulemaking consistent with the 

recommendations of the Tagk,Porce: .4s, also recommended by the Task Force, c, ?‘^ T,” ra.~~~r,y*~.*r.“*.-p;. ,s&,~ms&eid*>d&~t 

FDA intends, within 1 year, to initiate notice-and+omme,nt rulem&&rg to 

establish scientific review,criteria-and.-,procedures for qualified health claim 

petitions. By that time, FDA expects to complete the consumer studies research 

as described in the Task-Force report (attachment D). The results of this 

research, together with further evaluation.of the regulatory alternatives _._., ,. ,;,I _,r.ir 
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identified by the Task Force, with the benefit of public comment, and 

evaluation of any additional alte,rnatives that @k&$$~s ,+ggest in response 

to the advance,-Gnotice.&qof proposed rulemaking, will inform the rulem&ing FDA 

intends to initiate. 

\ 
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Dated: July 8, 2003. bfO352 ."_i, .j (0 ,_ : I .., j ., ? <- I, , ,- I ,. I _y j /_,.._ 

Jeffrey !!!hure#, 
Assistant Comq+si,qner ,fqy Policy. i Sk- _,.*. 

J BILLING CODE 4160-W-S 

[FR Dot. (I%-????? Filed ??-??-03; 8:45 am] 


